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Continuation of 5. does NOT place the application in condition for allowance because: The declaration under 37 CFR 1.132 by Atilla T. 
Lorincz has been considered although the applicants have failed to provide reasons why the declaration was not earlier presented as 
required under 37 CFR 1 .195. The declaration employs an assay of nucleic acids by use of an antibody assay specific for RNA-DNA 
hybrids. The claimed subject matter is not limited to this assay and other forms of assay, such as direct hybridization of a labeled nucleic 
acid probe would be expected to work in the cited prior art media absent evidence to the contrary. It is further noted that the assay utilized 
in the declaration requires stability of RNA for either the assay of RNA or the assay of DNA since it is the RNA-DNA hybrid formed in each 
assay that is detected by antibodies specific for RNA-DNA hybrids. Other assays of DNA and protein are known in the prior art that do no 
require stability of RNA in the assay. 

Regarding the arguments concerning Harrison and Wainwright references, the arguments concern each reference individually rather than 
the combination of the references and so do not effectively rebut the rejection under 35 U.S.C. 103. 

Regarding the declaration, details of the cell lysis procedure, and the mechanism of detection of the RNA-DNA hybrids are omitted from 
the declaration. There is not discussion of what step of the procedure the samples were stored for the time points discussed in the 
declaration. Tables 1 and 2 show similar levels of detection of DNA at week 0 for all media tested and therefore suggest that the Dunphy 
media meet the limitations of the claimed invention. A significant signal was also obtained wsing Dunphy media at week 3. Tables 3 and 4 
show reduced but still significant levels of detection at day 0 for RNA for the Dunphy media, with a greater reduction of signal at later time 
than seen in the DNA assay using Dunphy media. It is noted that the claims are not limited to media for detection or RNA, nor are the 
claims limited to the length of time samples are stored in the media before assay. The declaration states that EDTA does not inhibit 
ribonucleases, but appears to concede that EDTA would inhibit some DNA nucleases. The motivation for addition of EDTA is that of 
Dunphy as discussed in the Office action mailed 23 October 2001 , namely for a bacteriostatic effect. 

The declaration is further unpersuasive because the tested media of Dunphy labeled Dunphy 2 comprises greater than the upper limit of 
ethanol of 25% suggested by Dunphy, and so use of Dunphy 2 media is contrary to the teachings of Dunphy. All of the Dunphy tested in 
the declaration fail to include EDTA which would be obvious over Dunphy and is required by the claimed subject matter. The specification 
states on page 9 that a preferred anti-degradation agent (required by the claimed subject matter) is a chelator and that a preferred 
chelator is EDTA. Therefore the Dunphy media of the declaration does not test the claimed media that is obvious over Dunphy. The UCM 
media used in the declaration does not comprise a cross linking agent as required by the claimed subject matter. Therefore the 
declaration does not effectively show that media taught by Dunphy is less effective than the claimed media. 
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